COASTAL

ORTHOPAEDICS

Novenber 30, 1999

Docunent ati on Managenent Branch (HFA-305)
Food & Drug Adm nistration

5630 Fishers Lane - Room 1061

Rockville, MD 20852

RE: Docket # 97N-484S

To Wiom It May Concern,

| am a physician who practices orthopaedic surgery
in Fall River, Mssachusetts. | have becone awarée

that in the September 30, 1999 issue of the Federal
Register that there is a proposal (O regulate
al lografts as nedical devices.

Bone grafts are frequently wused in orthopaedic
surgery to supplement deficient areas of bone and

for structural support to treat fractures and

instabilities . - =Any™ increased fegulation  of
allograft materials that would in sone way limt
access wll severely hinder the care of ny
patient's.

The alternative to allograft is autograft bone
whi ch would nean having to nmake a separate painfu
incision and renove bone from the patient's iliac
crests. This certainly is not helpful for the
patient and tends to increase their norbidity and
| engt hens hospital stay as well.

Al'lografts have been used for years, This is not a

new devi ce and should not be treated as such.

Thank you for your kind consideration in this
matter.

sincefely/
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ORTHOPAEDIC |NsTITUTE, P.C.

COASTAL
235 HANOVER STREET
FALL RIVER, MASSACHUSETTS 02720

ADDRESS GORRECTION REQUESTED.
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